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Technical Textiles for Medtech Applications Sectional Committee, TXD 36 


FOREWORD 

This Indian Standard was adopted by the Bureau of Indian Standards, after the draft finalized by the Technical 
Textiles for Medtech Applications Sectional Committee had been approved by the Textiles Division Council. 
The composition of the Committee responsible for the formulation of this standard is given in Annex C. 

For the purpose of deciding whether a particular requirement of this standard iscomplied withthe final value, 
observed or calculated expressing the result of a test or analysis shall be rounded off in accordance with IS 2 : 1960 


‘Rules for rounding off numerical values ( revised )’. The number of significant places retained in the rounded off 
value should be the same as that of the specified value in this standard. 


IS 17787 : 2021 


Indian Standard 


MEDICAL TEXTILES — NONWOVEN 
WIPES — SPECIFICATION 


1 SCOPE 


1.1 This standard specifies minimum performance 
requirements for single use nonwoven dry or wet wipes 
used for baby care and personal hygiene (baby, adult, 
facial, skin etc). This standard does not cover wet wipes 
impregnated/coated with alcohol and other wipes with 
germicidal claim (numerical germ kill, disinfection 
etc.). 


1.2 This standard does not cover the requirement 
of chemical, cleaning agent, moisturizing agents, 
fragrance, preservative etc. impregnated/coated on the 
product. The different types of chemicals/ingredients 
used for these products shall be in the permissible limit 
defined by FDA (Food and Drugs Authority of India) or 
other regularity authority for the purpose. 


2 REFERENCES 


The standards listed in Annex A contain provisions 
which through reference in this text, constitute 
provisions of this standard. At the time of publication, 
the editions indicated were valid. All standards are 
subject to revision and parties to agreements based 
on this standard are encouraged to investigate the 
possibility of applying the most recent editions of the 
standards indicated in Annex A. 


3 TERMS AND DEFINITIONS 


For the purpose of this standard, the following term 
shall apply: 


3.1 Colony Forming Unit (CFU) — Unit by which 
culturable number of microorganisms is expressed. 


3.2 Manufacturer — Natural or legal person with 
responsibility for the processing of raw material or 
inputs in any manner that results in the emergence of a 
new product having a distinct name, character and use. 


3.3 Non-woven — Nonwovens are structures of textile 
materials, such as fibres, continuous filaments, or 
chopped yarns of any nature or origin, that have been 
formed into webs by any means, and bonded together 
by chemical, mechanical, heat or solvent treatment etc., 
excluding the interlacing of yarns as in woven fabric, 
knitted fabric, laces, braided fabric or tufted fabric. 


3.4 Single-use Product — Product intended by the 
manufacturer to be used only once. 


4 MATERIAL 


The non-woven fabric used for manufacture of wipes 
shall confirm to IS 17788 : 2021. 


5 WORKMANSHIP AND FINISH 


The wipes shall be clean and free from substances 
liable to cause tendering during storage. The length 
and width of the wipes shall be as per the agreement 
between buyer and seller. 


6 REQUIREMENTS 


6.1 The wipes shall conform to the requirements 
specified in Table 1. 


6.2 Good Manufacturing Practice Guideline for 
Hygiene Requirement 


The wipes shall be manufactured under good 
hygienic conditions. The general guidelines for good 
manufacturing practice to maintain hygiene requirement 
at manufacturing facility are given in Annex B. 


6.3 Seal Leakage Test 


Take 10 packets of wipes randomly. Put the packet in the 
chamber of suitable leakage test apparatus and ensure 
that the water level is up to the lid of the stand. Start the 
vacuum pump and maintain the vacuum in chamber up 
to 3.0 inch Hg (75 mm Hg). If pressure is increased to 
more than 3.0 inch Hg (75 mm Hg), slightly close the 
valve and maintain 3.0 inch Hg (75 mm Hg) pressure in 
vacuum chamber for 30 s. 


During the vacuum position observe the packet. If no 
repetitive air bubbles are generated in 30 s, the packet 
is leak proof. Repeat the same procedure for remaining 
packets, all packets shall be leak proof. 


7 PACKING 


The wipes shall be packed securely so as to allow 
normal handling and transport without tearing and 
exposing the contents. Details of the packing shall be as 
agreed to between the buyer and the seller. Packaging 
of the product shall be, such as to maintain the integrity 
of the product throughout its shelf life. 
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Table 1 Performance Requirement for Nonwoven Wipes 
( Clause 6.1 ) 


SI No. Characteristics Requirement Method of Test, Ref To 
(1) (2) (3) (4) 
i) Length and width, mm As agreed to between the buyer and the - 
seller with a tolerance of + 1 mm 
ii) pH 4.5-7.5 IS 1390 
iii) Total viable count, (cfu/g), Max 100 IS 14648 
iv) Pseudomonas aeruginosa Not detectable per gm IS 14648 
v) Staphylococcus aureus Not detectable per gm IS 14648 
vi) Candida albicans Not detectable per gm IS 14648 
vii) E. coli Not detectable per gm IS 14648 
viii) Anti-bacterial activity (optional), absorption method, >2 IS/ISO 20743 
8 MARKING 9 SAMPLING AND CRITERIA FOR 
CONFORMITY 
8.1 Each packet of the wipes shall be legibly and 
indelibly marked with following information: 9.1 Lot 


a) Name of the product; 

b) Length and width of the wipe; 

c) Number of wipes in a packet; 

d) Manufacturer’s name, initials or trademark, if any; 
e) Month and year of manufacture, batch/lot number; 
f) Intended use for example, baby, adult, facial, skin; 
g) Country of origin; 

h) Ingredient/chemicals used; 

i) Instruction for use, storage and safe disposal; 


j) Disposability instructions - The manufacturer shall 
provide the instruction to users for safe disposal of 
the product; 


k) Shelf life; 
1) Anti-bacterial if claimed; and 


m) Any other requirement as per Medical Device 
Rules, 2017 or as required by the law in force or as 
agreed between the buyer and the seller. 


8.2 BIS Certification Marking 


The product(s) conforming to the requirements of 
this standard may be certified as per the conformity 
assessment schemes under the provisions of the 
Bureau of Indian Standards Act, 2016 and the Rules 
and Regulations framed thereunder, and the product(s) 
may be marked with the Standard Mark. 


All the packets of the same material and dimensions 
produced under similar conditions of manufacture shall 
constitute a lot. 


9.1.1 Each lot shall be tested separately for ascertaining 
the conformity of the lot. 


9.1.2 Unless and otherwise agreed, the number of 
packets to be selected from the lot shall depend on 
the size of the lot and shall be in accordance with 
column 2, column 3 and column 5 of Table 2. 


9.1.3 These packets shall be selected at random from 
the lot. For this purpose, reference may be made to 
IS 4905. 


9.2 Number of Tests and Criteria for Conformity 


9.2.1 All the packets selected as per column 3 of 
Table 2 shall be examined for workmanship and finish 
(see 5). 


9.2.1.1 Any packet failing in one or more of the above 
requirements shall be termed as defective. The lot shall 
be considered as conforming to the above requirements, 
if the total number of defectives found in the sample 
is less than or equal to the acceptance number given 
in column 4 of Table 2. Otherwise, the lot shall 
be rejected. 


9.2.2 Out of the sample already found satisfactory 
according to 9.2.1.1, a sub-sample as per column 5 of 
Table 2 shall be taken. This sub-sample shall be further 


tested for the remaining requirements. 
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9.2.3 The lot shall be considered as conforming to the 
requirements of the specification if the total number of 
defective products found in the sample (as per 9.2.2) is 
less than, or equal to the acceptance number as given in 
column 6 of Table 2. 


Table 2 Number of Packets to be Selected 
( Clause 9.1.2, 9.2.1, 9.2.1.1, 9.2.2 and 9.2.3 ) 


SI No. Lot Size Non-Destructive Testing Destructive Testing 
No. of Packets to be Acceptance No. of Packets to be Acceptance 
Selected Number Selected Number 
N n a n a 
a) (2) (3) (4) (5) (6) 
i) Up to 280 13! 1 8 0 
ii) 281 to 500 20 2 8 0 
iii) 501 to 1200 32 3 13 0 
iv) 1201 to 3200 50 5 13 0 
v) 3201 and above 80 7 20 1 


l'or lot size when less than 13. 


IS 17787 : 2021 


ANNEX A 
( Clause 2 ) 
LIST OF REFERRED INDIAN STANDARDS 


IS No. Title IS No. Title 
17788 : 2021 Medical textiles — Nonwoven 14648 : 2011 Microbiological examination 
fabric for wipes — Specification of ae al A oe Taw 
t = t test 
1390 : 2019/ Textiles — Determination en ta Fit SR 
ISO 3071 :2005 of pH of aqueous extract f — 
(second revision) IS/ISO 20743 : Textiles — Determination of 
2013 tibacterial activity of textil 
4905 : 2015/ Random sampling and saang Du D ik 
ISO 24153 : 2009 randomization procedures 
(first revision) 
ANNEX B 


( Clause 6.2 ) 


B-1 GOOD MANUFACTURING PRACTICE 
FOR HYGIENE REQUIREMENT 


Maintaining hygiene at production facility is essential 
for ensuring products are appropriate for consumers 
use. Following are recommended guidelines for 
ensuring hygiene at facilities: 


a) Location shall be free from objectionable odours, 
smoke, dust and other contaminants. 


b) Separate areas shall be demarcated for storing raw 
materials, production and final product storage. 


c) Separate area shall be demarcated for storing 
personal effects and personal protective equipment 
of unit workers to minimize risk of contamination. 

d) Toilet and hand-washing station shall be positioned 
away from storage/production area. 

e) Provision of 70 percent isopropyl alcohol (IPA) 
solution or equivalent or soap for hand sanitization 
inside the production facility. 

f) Appropriate lighting and proper ventilation of the 
facility shall be ensured. 

g) Flooring shall be either concrete, tiled or with 
chips to ensure ease of cleaning. Floors, walls, 


ceilings, doors and windows shall be easy to clean 
and without crevices or openings that shall not 
allow accumulation of dirt. 


h) Regular pest control measures shall be put in 
place. 


j) Adequate receptacles for disposing waste 
generated within the facility shall be made 
available and shall be frequently emptied and 
cleaned. 


k) Poster/sign encouraging safety and hygiene 
practices like use of personal protective equipment, 
use of hand sanitizer etc. shall be displayed. 


m) Pre-packaged finished product shall be checked 
thoroughly and ensured to be free from foreign 
particles, dirt, hair, and other visible contaminants. 


n) Hand hygiene shall be 


manufacturing. 


practised during 


p) A cleaning and maintenance schedule shall be 
drawn up for cleaning of the facility, toilets, 
washing areas, waste receptacles and for 
cleaning/disinfection of the equipment. 
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ANNEX C 
( Foreword ) 
COMMITTEE COMPOSITION 
Technical Textiles for Medtech Applications, TXD 36 
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